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AEKIIAPALINA O COOTBETCTBUU

AEKNAPAHT, NPUHUMAIOLLMIA AEKINAPALMIO O COOTBETCTBUM:

AQ "I'nakcoCMuTKnsiH Xenckep", MexpaiionHan nHcnexums MHC Pocciu Ne3g nor. Mockse , OrPH:
1027739007559 ot 31.07.2002, agpec: Poccuilckas ®enepaums, 123112, r. Mockea, MNpecHerckasn Hab., g. 10,
nometyeHue lll, komHaTa 9, at 8., Ten: +7(495)777-9850, chaxc: +7(495)777-9851

B nuye: MNeHepansHoro Avpekropa MykoHeHa PayHo

HosepenHoe nuyo: Paotikuna M. A.

Hoeepennocts Ne 15-0/2019 ot 14.01.2019

SASABNAET, YTO HEKAPCTBEHHOE CPEACTBO:

Tepa®io o rpunna u NPOCTYAL!, NOPOLLIOK ANS NMPUrOTOBNEHUS pacTaopa Ans npuema BHYTPS [MMMOHHEIA] 22,1 T,
nakeTiky (10), nayku xapToHHble, per. ya. Ne 1 NO12063/01 or 31.05.2011 {nata aamens PY 28.06.2018), BuinaHo
AOQ "MnakcoCmuTKnsitH Xenckep", Poccus, cepua M2427, rogen fo: 30.08.2021, naptus: 32256 ynakoeok. KouTpakr
G/H ot 09.10.2017 r., unBoitc Ne6978887942 o7 19.08.2019r. - :

BbiNyckaeMoe HarotoBuTenem: Koa OKNAz:

damap Opnean, ®paxyusa/ Famar Orleans. France, 5 avenue de Concyr, 45071 Orleans 21.20.10.255
Cedex 2, France, cTpaHa: PpaHuus

Koa THB3[:
COOTBETCTBYET TPEBOBAHUAM: 3004500002
M N012063/01-310511, am. Ne 1-8

AEKNAPALMSA NPUHATA HA OCHOBAHMU

INpoTokon ncnsmaxmit Ne 8229[] or 27.08.2018, 00O "LieHTp koHTpons kavecTea Buonaiid", atrecrar aKkpeauTaLuu;
RA.RU.21UK01 ot 22.07.2015. Ceprudmkar cooteercrans Ne POCC FR.©B14.C88846 or 27.08.2019

AATA NPUHATUA BEKNAPALMM: 27.08.2019

%/ PaGotkuHa M. A.

(nonnuce) (Pamunun, snynans)

MK geknapaummn 0 COOTBETCTBUMU

3AO "TexravecTso' ',:09044, r.Mocxea, yn. lunamosckas, 4. 1A; oh. 400, Ten.: +7 (495) 876-5417, cbakc: +7 (495)
676-2941, www.tehkachestvo.u, tehkachestvo@gmail.com, OrPH: 1057746285189, Atrecrar per. Ne POCC
RU.0001.114B14 suinaH ®egepansHoil cnyxGoi no akkpeauTayuu

Aarta perucrpaumm: 27.08.2019

HoBpoTun A.B,

{nopnfics) {@amunun, nHnyuansi)




| F AMA.R Certificate of analysis and compliance

CepTudmkar aHanmaa n coorsercrens
Orleans FRANCE 5, Av de Concyr 45071 Orleans Cedex 02 France-Phone + 33(0)2 38 69 81 00~Fax +33(0)2 38 63 36 29

Manufacturing License Number: M17/048 GMP Certificate Number: HPF/FR/100/2017 Country of the manufacturer: France

Opnean ®panuna 5, Asenio ge KoMeup 45071 Opnean Cege 02, ®panyma - Tenedon +33 (0)2 38 69 81 00 - danc +33 (0)238633629
NpowssopacTsennan nmyensua; M 17/048 GMP cepruunar: HPF/FR/100/2017 CrpaHa npouzsogurens: DpaHyKA

Product: DF74056 Product Name: THERAFLU D2 10 SAC RU Imp.Country: RU
Mpenapar: DF74056 THERAFLU COLD & FLU LEMON Crpana-wmnoprep: Poccua

Haspanue npenapara: Tepa®nio ® o7 rpunna u npoctyal

Strength:  Paracetamol 325mg — Ascorbic acid 50mg-
Pheniramine maleate 20mg - Phenylephrine hydrochloride 10mg
Aoanposxa: Napauetamon 325 Mr— Ackop6uHOBas kucaoTa 50Mr-
DeHupaMuH manear 20mr ~dennnadpun rmapoxaopua 10mr

Dosage form: Powder for oral salution Registration file #: 1 NO12063/01
Nexapcreennan dopma: Mopowok ANR NPUTOTOBAEHHMA PACTBOPA AR NPHEME BHYTPL (AMMOHHBLIR) Homep Perucrpauynonnore yAaocrosepenua: M NO12063/01

Package size and type: 10 sachets / box
YnaxoBsKa: 10 naKeTHKoB / KapToHHas nauka

Batch Quantity: 45864 units Internal ID: 0M2427A Customer Batch Number: M2427
Kommuecreo: 45864 urr. BHyTpenHnii Homep: OM2427 A Cepun Ne: M2427
Manufacturing date: 16/07/19 Packaging date: 01/08/19 Explry date: 06/2021
Alara npomssogcrea: 16/07/19 fAara ynaxosxu: 01/08/19 Cpok rogHocTu; 06/2021
Chemlcal controf Analysis #: ORA1914333 Ref. Tech. analyse TC-0336 Version: 2 Sample status; ACCEPTED
Xumuvecxui! konmpons Axanns No: ORA1914333 Mpoueaypa TC-0336 Bepcma: 2 Craryc o6pa3ya: npunsaro
Q.C.Comment:

Kommenmapuu kowmpona xavecmea:

Tests Specifications and Limits Results

Tecr Cneundukayma u TpeboBaHuA Pesynbrarte

APPEARANCE OF THE POWDER/ a free flowing, white granular powder with yellow Pass
ONUCAHUE specks, free from extraneous matter and presence of

agglomerates possible/
coinysui Gensiith rpaHynMposanmsi MOPOLWOK ¢

JEATLIMM BKpaNneHuAMM Ge3 NOCTOPOHHKX YacTy, Cootsercrayer

BO3MOMHO HaNW4Ke arnomepaTos
ODOUR OF THE POWDER/ odour of citrus Pass
3ANAX UHTpYcosbiid 3anax Cootsercrayer
APPEARANCE OF THE SOLUTION/ light yellow opalescent solution Pass
ONMUCAHME CBETNO-EATHIA onanecumpylowmit pacteop Coorsercrayer
ODOUR OF THE SOLUTION/ lemon odour Pass
3ANAX UMTPYCcOBbIA 3anax Cootsercrayer
ASSAY ASCORBIC ACID/ 95 to 105 %/sachet 100 % /sachet Pass
KO/IMYECTBEHHOE OMNPEAENEHUE: ACKOPEMHOBAA 95-105 % / cawe 100 % /cawe Coorsercrayer
KUCNoTA
ASSAY PARACETAMOL/ 95 to 105 %/sachet 98 % /sachet Pass
KONMMYECTBEHHOE ONPEAENEHUE: NAPALIETAMON 95-105 % / cawe 98 % / cawe Cooteercrayer
ASSAY PHENIRAMINE MALEATE/ 95 to 105 %/sachet 98 % /sachet Pass
HO/TMYECTBEHHOE ONPEAENEHUE: ®EHMPAMMH MANEAT 95-105 % / cawe 98 %// cawe Coorsercrayer
ASSAY PHENYLEPHRINE HYDROCHLORIDE/ 95 to 105 %/sachet 100 % /sachet Pass
KONMYECTBEHHOE ONPELE/EHWE: ®EHWU/IIDPUH 65-105 % / cawe 100 % / cawe Cooteercrayer
rMapoxnoPUL
CONTENT UNIFORMITY PARACETAMOL/ OAHOPOAHOCTD must comply with eur.ph. 2.9.40/ Pass
AOO03UPOBAHUA: NAPALIETAMON AoAMHa cooTeeTCTBOBaTH EBpon, ®apm. 2.9.40 Coorvsercreyer
CONTENT UNIFORMITY PHENIRAMINE MALEATE/ must comply with eur.ph. 2.9.40/ Pass
OAHOPOAHOCTL AO3UPOBAHMA: PEHUPAMMH MANEAT AONMHa cooTreTcTBOBaTEL EBpOn. ®apm, 2.9.40 Cooteercrayer
CONTENT UNIFORMITY PHENYLEPHRINE HYDROCHLORIDE/ must comply with eur.ph. 2.9.40/ Pass
OAHOPOAHOCTb A03MPOBAHUA: SEHUNIDPUH
rMAPOXNOPUA R0NMHa cooTBeTcTsosaTs Eapon. ®apm. 2.9.40 Cooreercrayer

I hereby certify that the above information of this batch, including intermediate products and active substances, is authentic and accurate. The batch of product has been
fabricated/manufactured, including packaging primary and secondary and quality control at the above mentlaned site(s} in full compliance with the current GMP
requirements and the batch complies with the requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP and fulfill the requirements of the product
specification. The batch Is approved and released for the EU/EEA market.

Hacrorwwm nogTsepmaaem, uro BbllueyKasaHHan MHPOPMALMA NO AaHHON cepHM, BRAKOYAA NPOMEMYTOMHBIR NPOAYKTLI M AKTUBHbIE cyBCTaHumMu, ABARETTA NOANUHHOM U
TOUHOH, NlaHHan cepua npenapara npou3seseHa, BRAKOYanA YNaKOBKY M KOHTPONL KavecTaa, Ha BbIWEYK33aHHOM 338040 B NONHOM COOTBETCTBHK ¢ HacToAWmMMM
TPe6oBaHUAMK GMP U MecTHbIX peryavpylowmx opramos u co cneundukaimedi PeruecrpaumMoHHore Ypaocrosepenun, MponaroACTBO, YNnaKkosKa M aHanus cepum Buinmn
NPOBEPEHb! H NPNIHAHLI NONHOCTLIO COOTBETCTRYIOWUMM TpefosaHuam GMP,

B ————
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Certificate of analysis and eemplianee

FAMAR
Ceptn@uuar akaAusa u EBOTBETETBMA

Orleans FRANCE 5, Av de Concyr 45071 Orleans Cedex 02 France-Phone + 33(D)2 38 69 81 00-Fax +33(0)2 38 63 36 29
Manufacturing License Number: M17/048 GMP Certificate Number: HPF/FR/100/2017 Country of the manufacturer: France
Opnean ®panyua 5, Asenio ae Koncnp 45071 Opnean Cege 02, Dpanyma —~ Tenedon +33 (0)2 38 69 81 00 ~- daxc +33(0)2 38 63 36 29

NpoussopcTeennan AuLeHana: M 17/048 GMP ceptnomkar: HPF/FR/100/2017 CrpaMa npown3sogurana; Ppanyma
Product: DF74056 Product Name: THERAFLU D2 14 5AC ) RU Imp.Country: RU
MNpenapar: DF74056 THERAFLU COLD & FLU LEMON Crpana-umnoprep: Poceun

Haseawue npenapara: Tepa®nio ® oy TPURNa v npocTyant
Strength:  Paracetamol 325mg - Ascorbic acid 50mg-
Pheniramine maleate 20mg ~ Phenylephrine hydrochloride 10mg
Aosuposka; Napauetamon 325 Mr —ACKOp6HHOBaR KMEnoTa 50Mmr-
PeHupamuH manear 20mr — Penunappun THApOXNopHA 10Mmr

Dosage form:  Powder for oral solution Reglstration file #: N NO12063/01
Nekapcreennan dpopma: Mopowox ana npuroTosaeHua PacTBOpa AnA npuema sBHyTpL (numonHeIR) Homep PerncrpaywonHore yaocrorepenun: N NO12063/01

Package size and type: 10 sachets / box
YnakoBka: 10 naketukos / KapToHHas nauxa

Batch Quantity: 45864 units Internal ID: OM2427A Customer Batch Number: M2427
Konnuecrso: 45864 wr, BHyTpennuit Homep: OM2427A Cepwna Ne: M2427
Manufacturing date: 16/07/19 Packaging date: 01/08/19 Expiry date: 06/2021
Aara npomnssogcrea: 16/07/19 Aara ynakosxu: 01/08/19 Cpox ropHocTy: 06/2021
Chemical controf Analysis #: ORA1914333 Ref, Tech. analyse TC-0336 Verslon: 2 Sample status: ACCEPTED
Xumuveckull koumpons Ananua Ne: ORA1914333 MNpoueaypa TC-0336 Bepcua; 2 Craryc obpasua: NPHHATO

Q.C.Comment:

Kommenmapuu KOHmpoan xavecmen:

Tests Specifications and Limits Results
Tect Cneundukaumn u rpe6osanms Peaynbrarh
PH/ 2.00 to 4.00/ 2.8 Pass
PH 2.00-4.00 2.8 Cootaercrayer
DISSOLUTION TIME/ Less, Equal to 1 min/ 0 min Pass
BPEMA PACTBOPEHMA < 1muH 0 MuH Coorsercrayer
ASCORBIC ACID IDENTIFICATION/ the main spot obtalned from the sample solution must Pass
NOANMHHOCTb: ACKOPEMHOBAR KHUCNOTA correspond in rf value, colour and colour reaction on

the plate to the spat from the referance solution /

OCHOBHOE NATHO UCNLITYeMoro pacraopa aommHo CooTsercrayer

COGTBETCTBOBATL NATHY CTaHAAPTHORO pacreopa
PARACETAMOL IDE NTIFICATION/ must comply/ Pass
NOANUHHOCTb: NAPALIETAMON AONMHAE COOTBRTCIBORATH Cooteercrayer
PHENIRAMINE MALEATE IDENTIFICATION/ must comply/ Pass
NOANUHHOCTb: SEHUPAMMH MANEAT AOAMHA cooTBeTCTBOBaTL Coorsercreyer
PHENYLEPHRINE HYDROCHLORIDE IDENTIFICATION/ must comply/ Pass
NOANTMHHOCTb: PEHUNIGPUH ruaproxnorua AOAMHA COOTBETCTBOBATD Cooteercrayer
AVERAGE MASS (THEORY 22.1G)/ 21.0t0 23,2 g/ 21.8g/ Pass
CPEOHAA MACCA CONEPUMOro MAKETUKA 21.0-23.2r 21.8r Cooteercrayer
(TEOPETMYECKM 22.1 n
LOSS ON DRYING/ Less, Equal to 0.2%/ 00% Pass
NOTEPYU B MACCE NPU BbICYIUIMBAHMMY £0.2% 0.0% CoorBercreyer
MASS UNIFORMITY/ must comply with eur.ph. 2.9,5/ Pass
OAHOPOAHOCTL MACCH! A0NH3 cooTBeTCTBOBaTL EBpON., Dapm. 2.9.5 Coortsercrayer

| hereby certify that the above Infarmation of this batch, Including intermediate Products and actlve substances, Is authentic and accurate. The batch of product has
been fabricated/manufactured, Including packaging primary and secondary and quality control at the above mentioned site(s) in full compliance with the current GMP
requirements and the batch complies with the requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP and fulfill the requirements of the product
specification, The batch is approved and released for the EU/EEA market,
Hactoaumm nogreepiaaem, yro BhilueykasaHHan HHOPMauMA no ganHol CepHY, BKAIONAA NPOMERYTONHLIE NPOAYKTLI W 3HTMBHbIE CyBCTaHUNK, REARETER NOAAMKHON 1
TouROoH, [lanHan cepua npenapara npoussenieHa, sxAKNan YNaKoBKy M KOHTpOAL Ka4ecTsa, Ha BhiweyKazanHom 3aBOAE B NOMHOM COOTBETCIBMM ¢ HACTOAWMMHM
TpebGoBamnmuamMu GMP w MECTHBIX DEryAHPYIOWMX OpraHos 1 co cneuupuraumed PeructpaymonHore Yaocrosepenus. fipoussoacTao, ynakoska u aHaNKU3 cepun Gbiau
NPOBEPEHbI M NPH3HAHEI NOAHOCTEIO CoOTBETCTBYIOWMMM TpeBoBaHUAM GMP.,
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Orleans FRANCE 5, Av de Concyr 45071 Orleans Cedex 02 France-Phone + 33(0)2 38 69 81 00—Fax +33(0)2 38 63 36 29

Manufacturing License Number: M17/048 GMP Certificate Number; HPF/FR/100/2017 Country of the manufacturer: France

Opnean ®panyua 5, Aseno Ae KoHcnp 45071 Opnean Cege 02, dpanyna - Tenedon +33 (0)2 38 69 81 00 ~®anc +33 (0)2 38 63 36 29
Mpou3soACcTBEHHAN AMUEHINA: M 17/048 GMP ceprudunar: HPF/FR/100/2017 Crpana nponasogurens: $panyun

Product: DF74056 Product Name: THERAFLU D2 14 SAC ) RU Imp.Country: RU
Mpenapar: DF74056 THERAFLU COLD & FLU LEMON Crpana-umnoprep: Poccua

Hassanue npenapara: Tepa®nio ® ot rpunna npocrygsl
Strength:  Paracetamol 325mg - Ascorbic acid 50mg-
Pheniramine maleate 20mg - Phenylephrine hydrochloride 10mg
Aoznpoeka: Napayeramon 325 Mr~Ackop6uHosan kucaora 50mr-
DeHnpamiH manear 20mr — DeHnnadpuu rMapoxnopua 10mr

Dosage form:  Powder for oral solution Reglstration file #: 1 NO12063/01
Nexapcraennan dopma: Mopowok anR npurorosaekma pacTeopa gas npuema eHyTpb (nuMOHHLIH) Homep Perucrpaumonnoro YAocToBepennsa: 1 NO12063/01

Package size and type: 10 sachets / hox
Ynaxoexa: 10 nakermxos / KapTOHHAA Navxa

Batch Quantity: 45864 units Internal ID: 0M2427A Customer Batch Number: Ma2427
Konwvecreo: 45864 wr. BuyTpennwii nomep: OM2427A Cepwn Ne: M2427
Manufacturing date; 16/07/19 Packaging date: 01/08/19 Explry date: 06/2021
Aata nponssogcrea; 16/07/19 Aara ynakosxm: 01/08/19 Cpox ropguocTu: 06/2021
Microblalogical controf Analysis #: ORA1914334 Ref. Tech. analyse TC-0336 Version: 2 Sample status: ACCEPTED
Mupobuonozuveckult AHanua Ne: ORA1914334 Mpoueaypa TC-0336 Bepcun: 2 Cratyc o6paaua: npunsTo
KoHmpons

! Q.C.Comment;
Kommenmapuu KOHMponA kawecmea:
Tests Specifications and Limits Resuits
Tecr Cneundukayma u rpe6osanus Pesynbrartel
ESCHERICHIA COL absenceinig Pass
ESCHERICHIA COLI orcyrereyers 1r Coorsercrayer
TOTAL AEROBIC MICROBIAL COUNT Less, Equal to 2000 CFU/G 0 CFU/G Pass
OBLUEE YUCNO AIPOBHbIX BAKTEPMI < 2000 KOE/r 0 KOE/r Cooraercrayer
TOTAL YEASTS / MOULDS COUNT Less, Equal to 200 CFU/G 0 CFU/G Pass
OBLUEE YHCNO APONOKERN M NAECEHM £ 200 KOE/r 0 KOE/r Coorsercrayer

fabricated/manufactured, including packaging primary and secondary and quality control at the above mentioned site(s) in full compliance with the current GMP
requirements and the batch complies with the requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the Importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP and fulfill the requirements of the product
specification. The batch is approved and released for the EU/EEA market.

Hacroaumm NOATBEPIAIEM, HTO BbilUeyKaIaHHaR nHpopMayma no AAHHONR cepum, BrAIOYAA RPOMEXYTOYHLIE NPOAYKTbI M AKTHBHBIE cyberaHumm, nearetca NOANMHHOMA u
ro4yHol, [lauHaa cepus npenapara npou3sedena, exniovan YNIKOBRY M KOHTPOAL Kayectsa, Ha BLIIEYKIIAHHOM 3380/ B NOAHOM COOTBETCTBHM € HACTOAUMMM
rpeGoBanuamMu GMP W MecTHbIX PENYAMPYIOWMX OpraNos W co cneundmraymed Perucrpaumonroro Yaocrosepenua, Npouasoacrso, ynakosxa aHanu3 cepum Bbinm
1pOBepeHbl M NPUIHANBI NOAHOCTLIO COOTBETCTRYIOIKMH TpebosaHuam GMP,

M. CORDARO

{3 AOUT 2018
(ot
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